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—The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address— 
Period for Reply — T? ^ 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE / //f\ [ ^ faONTH(S) FROM THE MAILING DATE 
OF THIS COMMUNICATION. ' / " 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 




Status 

^-Responsive to communication(s) filed on 

r ^-This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 ; 453 O.G. 213. 
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0-Claim(s) 






Of the above claim(s) 

□ Claim(s) 

w , l, l j Y-7, ft-/ j, /L,{f ( 2fW 

□ Claim(s) 



. is/are pending in the application, 
is/are withdrawn from consideration, 
.is/are allowed. 



is/are rejected. 
■ is/are objected to. 



□ Claim(s)- 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on : is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 (a)-(d) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) 



■ are subject to restriction or election 
requirement. 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

•Certified copies not received: 

Attachment(s) 



Information Disclosure Statement(s), PTO-1449, Paper No(s). 
^Notice of Reference(s) Cited, PTO-892 ^ 
□ Notice of Draftsperson's Patent Drawing Review, PTO-948 



□ Interview Summary, PTO-413 

□ Notice of Informal Patent Application, PTO-152 

□ Other 
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1. 



The following is a quotation of the first paragraph of 35 U.S.C, 112: 



The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 



Claims 1 ,2,4-9, 1 1 - 14, 1 6, 1 9,2 1 -34 are rejected under 35 USC 112, par. 1. 

The combination of PVAP-PVP is considered to be disclosed as posssessing a definite 
physical structure, such as represented by the data given in the figures, Tables and Declaration 
of Dr. Vijay Kumar. However, a mere mixture of these art-recognized materials (i.e. both have 
well-known commercially described properties) is encompassed in the "polymer-entrapped 
drug" of the instant claims). Pages 20 - 30 of the specification indicate that the physical properties 
are critical to describing the advantages of the combination of PVAP-PVP in a complex which 
can only be designated by terms in the claims expressing the complex structure (i.e. the limitations 
of claim 31,34 and characterizations such as by FT-IR at pages 26-28). It is suggested that the 
complex of the claims should be further limited so as to express the unique physical structure of 
the PVAP_PVP complex which has been prepared in the instant specification. 
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1. Claims 19, 21 - 30, 32 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Prior Art as cited in the previous action. 

2. A free carboxylic group containing polymer and drug PVP complex of the claims may be 
equivalent to the drug complexes of the references as the same chemical formula 

types of polymers and drugs are used. 

The claims are not limited to complexes of different physical structure and properties 
than are possessed by compositions of the cited Prior Art wherein a carboxylic copolymer 
entraps an active agent such as ibuprofen. Release properties of the entrapped drug complexes of 
the instant claims may be the same as these properties are found in the cited Prior Art. 

A different physical structure or working property description has not been demonstrated in 
comparison with close examples of polymer drug release complexes of the references. 
This action is made Final. 
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